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Dear Sir: 

I am writing an opposition to the FDA's intention to 
reclassify Totally Implantable Spinal Cord Stimulators (SCS) 
from Class III to Class II, a move to eliminate critical 
checks and balances that help promote patient safety. 

Spinal cord stimulator devices are extremely complex. They 
involve highly intricate and specialized circuitry in a power 
source that are totally implantable with leads surgically 
placed into the spinal area. The devices themselves are 
involved complex circuitry and it is very important that 
proper checks and balances be done on this equipment. 

As you know, reclassification with device to Class II 
potentially allows a lower standard product onto the market, 
which could be potentially dangerous to patients. I see 
patients on a regular basis and use spinal cord stimulation, 
and it is part of my practice. I am concerned for their 
safety, as well as the integrity of my practice. 

Since the implantable spinal cord stimulator devices are 
already approved by the FDA, not all safety features are well 
understood. It is very important to have manufacturing checks 
of any potential problems that could arise. 

In 1995, the FDA stated that these devices are "potentially 
high risk". 

I firmly believe that the reclassification of these devices 
may compromise integrity through the entire Class of devices 
which may subsequently jeopardize future patients) and it may 
enforce withdrawal of therapy that could help them. FDA 
Class III with corresponding pre-market approval is impaired 
with protecting the safety of these patients or seeing the 
technologically advanced devices. 
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Thank you for your consideration in reading this letter. 
Please do not hesitate to contact me if I can provide you with 
any additional information. 

Sincerely, 

David A. Bryce, M.D. 
Pay Management Services 
Marshfield Clinic 

DAB:lm 




